Recent changes in the interpretation of the Stark laws have made it legal and advantageous for physicians to dispense and bill directly for durable medical equipment (DME). Previously, physicians either gave small braces and splints to their patients as part of the services or wrote prescriptions for the larger and more expensive items. This resulted in inconvenience to the patient as they were required to travel to another location for the fitting of the brace or splint and there was often a significant expense to the patient or insurance company. More recently the "stock and bill" business arrangement became common. These arrangements were more convenient for the patient but did nothing to control costs. Since physicians may now dispense DME directly to the patient, DME becomes a part of the "complete services" that is becoming the model for patient-centered care. In addition, physicians have more control over the fitting of the devices and have an opportunity to control the pricing. This article provides instructions for the implementation of an office DME program that can be beneficial to both patient and physician.
Durable medical equipment (DME) is one of the four main ancillary services available to orthopaedic surgeons, along with physical therapy, imaging (including radiography, computed tomography, magnetic resonance imaging, and ultrasound), and ambulatory surgery centers. DME includes braces and splints for the extremities and back, wheelchairs, ambulatory aids, orthotics and prosthetics. DME is one of the services defined as a designated health service (DHS) by the Stark law, and therefore physicians who dispense DME must do so within the law. On January 4, 2001, the Centers for Medicare and Medicaid (CMS) issued Phase I of the two-part final rulemaking process of the long-awaited final Stark II Regulations (the Final Rule). The Final Rule relates to the Omnibus Budget Reconciliation Act of 1989 (Stark I), as amended by the Omnibus Budget Reconciliation Act of 1993 (Stark II), called collectively the Stark Law. 3 Under the law, as a DHS, DME distribution must meet three in-office exemption tests: (1) the performance test, which means the service must be performed by the referring physician or another member of the group or an individual who is supervised by the referring physician or a member of that group; (2) the site of service test, which means the DHS must be provided in the same building in which the referring physician provides a substantial (75%) part of his or her non-DHS services and receipt of the DHS may not be the main reason for the encounter; and (3) the billing test, which means the service must be billed by the performing or supervising physician or by the group or by a billing company functioning solely as the agent for the supervising physician or a member of the group. 1,3 DME falls under the auspices of a division of the CMS known as Durable Medical Equipment, Prosthetics, Orthotics and Supplies. Physicians can find this information on the CMS web site. 2 This article outlines how a DME service can be developed in an orthopaedic office. There are several ways to accomplish this, but attention to detail is essential.
Past Business Arrangements
In the past, DME supplies were provided to patients in a number of different ways. Physicians often bought small braces and splints and provided them gratis to their patients as part of their services. It was considered against the law for physicians to bill for distributing the devices. For larger and more expensive devices, physicians wrote prescriptions and the patients had the prescriptions filled at drugstores or orthotic and prosthetic establishments. Later, a number of companies devised "stock and bill" programs. In this arrangement, the DME supplier rented space in a physician's office, in which DME was stored. When a patient needed a device, the physician signed an order or billing form, the device was fitted by an employee of the "stock and bill" company, or more commonly by the physician's employee, and the bill was submitted to the insur- ance company. The payment was made to the "stock and bill" company. This arrangement was convenient for the patient, relieved the physician of the necessity of buying inventory and dealing with the insurance companies and was lucrative for the "stock and bill" company.
New Business Arrangements
In 2001, Phase I of the Stark Law regulations was issued and suggested it was legal for physicians to bill directly for DME. Once it was realized physicians could bill for these supplies, it made much more sense for the physicians to dispense them without the middleman. There are numerous business arrangements that allow physicians to bill directly for these supplies. The first arrangement is the physician buys the braces at whatever price he or she can negotiate and then bills the patient or payer. More recently, several companies have begun consigning inventory to the physician's office. The company then bills the physician only after the brace or splint has been fitted. The advantage of this arrangement is there is no outlay of capital to get started. Finally, there are companies with hybrid business arrangements between these two extremes. The outside company owns the inventory and fits the DME but shares some of the revenue with the physician's office.
Before implementing DME as an ancillary service, one must go through a rigorous assessment of the possible benefits. First, the number and type of braces an office dispenses must be determined. This is sometimes difficult because the office does not bill for these supplies and there are rarely records that accurately depict the number of braces prescribed. One could ask the "stock and bill" company, but they often are reluctant to release this kind of information. Therefore, one must obtain this information from the physicians. They can be asked to estimate how many and what type of braces they will dispense. Alternatively, brace prescriptions written over a 3-month period can be recorded and extrapolated. These methods of estimating volume are likely inaccurate, so estimates should be conservative.
Another method to estimate the volume is to run a computer report of all the ICD9-CM codes that match L-codes. L-codes are the CPT codes used on the billing form to report DME. CMS has a list of L-codes that match ICD9-CM codes. The list is also available in Code-X, the American Academy of Orthopaedic Surgeons' computerized cross-index coding program, and from many of the suppliers. Because the office billing computer normally records an ICD9-CM code each time a patient visits an office, the number of appropriate ICD codes must be divided by six, because patients are seen an average of three times per year for each diagnosis and approximately 50% will not need a splint or brace. This formula has been used for several years and has proved fairly accurate. The next step is to determine the reimbursement for each brace. The Medicare fee schedule can be obtained from the CMS web site and reimbursement schedules can be requested from other payers. Most are higher than the CMS fee, so by using the CMS fee schedule preferentially a conservative estimate can be made. A price list from one or more vendors can be obtained. The projected net can be calculated by comparing the estimated income to the estimated expense; some companies will perform these calculations on the physician's behalf. Shipping costs, if any, should be considered, as well as the cost of any extra employees necessary to implement the program. A net of zero may still be worthwhile because of patient convenience and pricing lower than patients are paying elsewhere.
Payers must then be contacted and made aware of plans to dispense DME. Some payers will resist paying a physician for dispensing DME, but often fees charged by physicians are less than those charged by orthotics and prosthetics facilities; therefore, recalcitrant payers may be enticed to cooperate. Remember that CMS has already agreed to reimburse physicians for DME To become a dispenser of DME, an office must have a Durable Medical Equipment Regional Carrier (DMERC) number. Physicians can log onto the CMS web site, print an application, and follow the instructions. The DMERC number is address-specific. If a physician dispenses DME from more than one office, he or she will need a number for each.
Having confirmed it is a viable endeavor, the next step is to choose a company or companies with which to deal. It is not necessary to obtain the entire inventory from one company, and using several may be advantageous. Price, service, and convenience should be considered. The company must be able to replace used items quickly; especially, for practices with a large volume of seasonal injuries for which supply needed (par level) is unpredictable.
Again, there are several business arrangements. Some companies will consign inventory and bill for it only as it is dispensed. A second arrangement is for the orthopaedic office to purchase the inventory outright. The latter may be slightly less expensive in the long run because many companies charge a consignment surcharge, but this requires an outlay of cash to start. If the practice can withstand the cash outlay, profits will be greater if the inventory is purchased outright. A third alternative is to have the inventory consigned and then slowly move into outright ownership, piece by piece, as inventory is replaced.
The next step, and perhaps the most important, is employee education, including physicians. Inventory control is paramount. Partners may have been used to giving away many splints without documenting it in the patient record or on any billing forms. The lost inventory (shrinkage) now becomes a personal loss rather than one incurred by the "stock and bill" companies, and the practice must be minimized. Having a process in place to capture all charges is important. One tactic is to keep the storage room locked and allow only limited access. At least one company provides an online inventory control system. This company also will consign inventory. Each box containing an item has two bar code stickers attached to it. The person fitting the brace or splint merely removes one of the stickers and attaches it to a billing form. The billing clerk then reports the fitting of the apparatus, usually in the batch mode, to the supplier. This lets the supplier know to bill the physician's office and to replace the item. The most efficient system is for the inventory control and billing system to interface with the office billing system. Otherwise, double entry is required: one for inventory control and one for billing. Some distributors have the capability of building such an interface.
A common problem is that when the fitter is in a hurry, he or she removes the sticker and places it on the charge form before fitting the brace. If the brace is the wrong size, it is exchanged for the right size, but the bar code sticker is not replaced back on the box. Thus, when it is billed, the supplier is notified of the wrong item to replace, resulting in a shortage of one size and an excess of another.
The billing methodology may vary depending on the payer. If the patient has Medicare or Medicaid coverage, two CMS 1500 forms must be submitted, one to CMS for the office visit and a second to the DMERC for the brace or splint. Private payers allow the biller to append the L-code for the brace on the CMS 1500 form submitted for the office visit. In addition, there are some unique things on the CMS 1500 form regarding DME. For example, the referring physician is not the physician who referred the patient, but the physician who applied the device. Second, the site of service is home, not the office. Most suppliers of DME will aid in the navigation of the billing process.
Fitting of Braces or Splints
In most states, it is legal for any employee of the physician to apply the brace or splint under the supervision of the physician (incident to). Currently, CMS allows this, but the fitter must be skilled for the braces to fit properly. There are courses available to teach fitting, and currently anyone may take an examination to become certified by the American Board for Certification or the Board of Orthotist/Prosthetist Certification. As mentioned above, attempts have been made to require certification for fitters. There is a CMS regulation scheduled to take effect in 2006 that will require a fitter be certified by passing the orthotics and prosthetics examination. This is a more difficult examination because of the questions on anatomy and physiology. Many groups oppose this regulation and attempts are being made to void the requirement.
The law requires the brace be fitted at the address specific to the DMERC license. If the ambulatory surgical center (ASC) is housed in the same building as the physician's office and is owned by the physician's practice, then the ASC may purchase, store, and distribute the DME and it can be billed under the physician's billing number. Alternatively, the physician-owned ASC may obtain its own DMERC number. Guidelines for billing can be found at the Palmetto DMERC web site. 4 
Income Distribution
The question of how to distribute the income always arises. There are numerous ways to do this, but the physician cannot be reimbursed based on the number of braces or splints that he or she prescribed. The cleanest way to do it is to divide the income equally among physicians. However, certain physicians prescribe splints and braces much more often than others and some feel they should be rewarded more. For instance, foot and hand specialists frequently prescribe many braces and splints because the boot walker has historically been the most common device distributed, whereas, some spine surgeons prescribe many braces and others use almost none. However, if an office plans to implement all four major ancillary services, the disparity evens out as the physicians who dispense a lot of DME may not order magnetic resonance imaging or physical therapy. In the long run, distributing the income from each of the ancillary services evens the distributions.
There are other ways to distribute income. For instance, it can be distributed based on a percentage of non-DME services; that is, office and surgical production. In groups where there is more than one office, there can be some geographical differences. However, these arrangements must be in place ahead of time. It should not appear a physician is being reimbursed based on the number of braces he or she orders.
Distribution of DME can generate additional revenue for a practice. It is also a convenience to the patients. In addition, the fee schedule can frequently be lowered so that it is below the orthotics and prosthetics facility. Thus, the patient, the physician and the insurance company all win. The only losing parties are the "stock and bill" companies, the middlemen. As with all physician-owned DHS, patients must be informed of the physician's financial interest and given an alternative.
Legal Challenges
Currently, there are numerous legal challenges to all of the ancillary services including DME. The Stark Law specifically prohibits self-referral (ie, a doctor referring to a fa-
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Haralson cility in which that physician or a member of his or her family has ownership). The reason this is now legal is the in-house exemptions discussed above. There are challenges at the Federal level to eliminate some or all of the in-house exemptions for DME and all other DHS services. In addition, there is a move by the orthotists and prosthetists to have laws passed requiring only certified personnel fit a brace. Recently, CMS has proposed a requirement for a competitive bidding process for DME. The American Association of Orthopaedic Surgeons and other medial societies have made official comments opposing this process and suggesting physicians be exempted but, if implemented, any of these changes may substantially impact DME distribution by physicians. For this reason, there must be an exit strategy before embarking on this or any of the ancillary services.
DISCUSSION
Changes in the interpretation of the Stark laws that govern billing for DME have allowed physicians to directly dispense DME to their patients. This is a convenience to both patient and physician and allows the physician to recoup the expense of the brace or splint. Before embarking on a program such as this, the physician must carefully analyze the financial implications because miscalculations can be very costly. First, estimate the volume of the items that will be dispensed. Next, compare potential reimbursement with costs, including shrinkage, delivery and additional personnel costs. Then get a determination from payers as to their willingness to reimburse physicians directly for DME, taking into account that CMS presently does so. Determine the type of business arrangements that are available to the practice and the desired vendors. Most important is the education of the employees and physicians in the entire program. This process enables a physician's office to implement an additional convenient service to their patients, be more involved in the application of the DME, and to control pricing-all part of the "total orthopaedic service" mantra.
